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RULES  AND  REGULATIONS 


Title  42— Public  Health 

CHAPTER  I— PUBLIC  HEALTH  SERVICE, 

DEPARTMENT  OF  HEALTH,  EDUCATION, 

AND  WELFARE 

SUBCHAPTER  I — MEDICAL  CARE  QUALITY 
AND  COST  CONTAINMENT 

PART  101— PROFESSIONAL  STANDARDS 
REVIEW 

Advisory  Groups  to  Professional  Staiklards 
Review  Organizations 

On  May  6,  1975,  there  was  published 
in  the  Federal  Register  (40  FR  19762)  a 
notice  of  proposed  rulemaking  regarding 
the  establishment  of  Advisory  Groups  to 
Professional  Standards  Review  Organi¬ 
zations  as  required  by  section  1162(e) 
of  the  Social  Security  Act  (42  U.S.C. 
1320c-ll(e)).  Interested  persons  were 
given  until  June  5,  1975,  to  submit  writ¬ 
ten  crunments  or  responses  thereon.  Com¬ 
ments  and  suggestions  received  with  re¬ 
gard  to  the  notice  of  proposed  rulemak¬ 
ing,  responses  thereto,  and  changes  In 
the  proposed  regulation  are  summarized 
below. 

1.  It  was  suggested  that  the  number  of 
Advisory  Groups  required  for  each  State 
be  changed.  One  suggestion  was  that  each 
P6RO  should  have  an  Advisory  Group  in 
States  with  more  than  one  PSRO.  An¬ 
other  suggestion  was  that  thoae  States 
with  only  two  PSROs  should  be  allowed 
to  have  only  one  Advisory  Group  for  both 
PSROs  if  so  desired.  However,  the  sug¬ 
gestions  were  rejected  as  Inconsistent 
with  the  statute. 

2.  Several  comments  were  received  re¬ 
garding  the  number  of  members  on  the 
Advisory  Group.  Some  cmnments  in¬ 
jected  that  the  provision  for  seven  to 
tieven  members  in  proposed  §  101.2102 
(a)  (1)  was  too  small  to  permit  sufBcient 
representation  of  interested  parties  and 
professional  groups.  However,  since  the 
number  of  members  on  the  Advisory 
Groups  is  fixed  by  statute,  this  provision 
was  left  imchanged.  It  should  be  noted, 
though,  that  nothing  in  the  Act  or  these 
regulations  would  preclude  a  PSRO  frean 
establishing  other  groups  or  committees 
for  the  purpose  of  obtaining  advice. 

3.  One  comment  pointed  out  that  the 
requirement  that  no  more  than  one-half 
of  the  Advisory  Group  membership  be 
newly  appointed  each  year  in  pr<H>osed 
S  101.2102(a)  (2)  would  make  it  impossi¬ 
ble  for  an  Advisory  Group  to  have  an 
odd  niunber  of  members.  This  has  been 
corrected  in  the  final  regulation.  Clarifi¬ 
cation  was  also  requested  regarding  the 
length  of  membership  terms,  and  the  sec¬ 
tion  has  accordingly  been  changed  to 
provide  that  terms  shall  be  for  one  year, 
with  members  not  being  eligible  to  serve 
more  than  three  consecutive  full  terms. 

4.  A  number  erf  suggestions  were  re¬ 
ceived  regarding  the  composition  of  Ad¬ 
visory  Group  membership  set  out  in  pro¬ 
posed  §  101.2102(a)  (3).  It  was  suggested 
that  provision  for  representatives  of  the 
Health  Systems  Agencies  established 
pursuant  to  Pub.  L.  93-641  and  con- 
siuners  on  the  Advisory  Groups  be  made, 
but  these  suggestions  were  rejected  as  in¬ 
consistent  with  the  statute.  It  was  also 
urged  that  membership  slots  be  reserved 
for  specific  practitioner  and  facility 
groups,  but  this  was  likewise  rejected  as 


inappropriate  in  view  of  the  statutory 
limit  on  the  number  of  members  and 
variatiems  in  local  conditions.  One  com- 
menter  urged  that  various  professional 
organizations  be  explicitly  named  in  pro¬ 
posed  S  101.2102(a)  (3)  (i).  However,  the 
approach  of  using  a  general  definition 
was  retained  as  being  more  appri^riate 
given  the  statutory  limit  on  number  of 
Advisory  Group  seats  and  the  require¬ 
ment  for  rotation  of  membership  among 
practitioner  and  health  care  facility 
groups.  Also,  enumeration  of  specific 
groups  could  result  in  the  unintentional 
exclusion  of  other  groups  and  a  general 
definition  could  permit  selections  that 
were  consistent  with  local  needs  and  con¬ 
ditions.  The  general  definition  itself, 
though,  was  changed  by  inserting  the 
words  “or  Federal”  after  “State”  in  pro¬ 
posed  §  101.2102(a)  (3)  (i)  in  order  to 
permit  inclusion  of  non-physician  health 
care  practitioners  who  are  not  licensed  by 
State  law  but  meet  Federal  eligibility  re¬ 
quirements.  The  omission  of  the  word 
“or”  in  the  phrase  “direct  patient  care  or 
services”  in  prcqxised  S  101.2102(a)  (3)  (1) 
was  also  corrected  and  clarifies  the  in¬ 
tent  to  include  among  those  groups 
covered  by  this  section  non-physician 
health  care  practitioners  who  do  not  pro¬ 
vide  patient  care  but  do  provide  patient 
services  which  may  be  paid  for  under 
Titles  V.  XVHI  or  XIX.  In  addition,  one 
commoit  suggested  including  a  provision 
that  no  member  of  the  Advisory  Group 
or  Niuninating  Committee  nor  a  relative 
of  a  member,  have  a  financial  Interest  in 
the  provision  of  services  at  a  health  care 
facility.  Such  a  recommendation  was  re¬ 
jected  as  inappropriate  in  view  of  the 
purely  advisory  role  of  Advisory  Groups. 

5.  A  number  of  cixnments  related  to 
the  selection  procedures  set  out  in  pro¬ 
posed  9  101.2102(b) .  It  was  suggested  that 
provision  be  made  for  minority  repre¬ 
sentation  in  Advisory  Groups  and  on  the 
Ncaninating  Committee;  suggestions 
were  also  received  recommending  con¬ 
sumer  and  non-physician  practitioner 
and  provider  representation  on  the 
Nominating  Committee.  The  general 
concerns  regarding  minorities  and  con¬ 
sumers  have  been  specifically  addressed 
by  the  addition  of  §  101.2106  and  the 
provision  of  proposed  §  101.2102(b)  (2) 
(ii)  respectively.  The  suggestions  that  the 
Nominating  Committee  be  composed 
solely  of  non-physician  practitioners 
and  providers  were  rejected  as  incon¬ 
sistent  with  the  concept  of  a  standing 
committee  and  unnecessary  in  view  of 
the  requirement  of  proposed  §  101.2102 
(b)  (2)  (ii)  that  nominations  be  solic¬ 
ited  from  such  groups.  There  were  other 
suggestions  that  the  Ncmiinating  Com¬ 
mittee  include  some  persons  other  than 
physicians.  It  should  be  noted  that  noth¬ 
ing  in  these  regulations  precludes  this 
kind  of  participation  on  the  Nominating 
Committee.  Suggestion  was  also  made 
that  proposed  §  101.2102(b)  (2)  (ii)  list 
specific  organizations  or  other  sources 
from  which  Nominating  Committees 
WGRild  be  required  to  seek  nominations.  As 
with  proposed  §  101.2102(a)  (3)  (i)  dis¬ 
cussed  above,  the  more  general  approach 
was  retained  so  that  groups  would  not  be 
unintentionally  omitted  and  to  provide 


for  flexibility  in  meeting  local  needs  and 
conditions.  A  suggestion  that  the  organi¬ 
zations  of  practitioners  and  providers 
fnxn  which  nominations  are  sought  be 
limited  to  the  ones  representing  the 
majority  of  such  practitioners  or  provid¬ 
ers  was  not  followed  on  the  ground  that 
such  a  restriction  would  be  undue  and 
would  be  inconsistent  with  the  policy  im¬ 
plicit  in  pr(H>06ed  9  101.2102(b)  (2)  (i). 

6.  Two  ccxnments  urged  that  the  Ad¬ 
visory  Groups  be  more  closely  tied  to 
their  PSROs.  one  suggesting  that  the 
chairperson  be  a  member  of  the  PSRO 
Board  of  Directors,  the  other  recom- 
meilding  that  the  organizational  ar¬ 
rangements  of  the  Advisory  Groups  be 
subject  to  approval  by  their  PSROs. 
Neither  approach  was  followed  since  it 
was  fdt  that  such  a  limitation  of  the 
Advisory  Groups'  Independence  from 
their  PSROs  could  Impair  their  ability 
to  carry  out  their  advisory  function.  Fur¬ 
thermore,  the  composition  of  the  govern¬ 
ing  body  of  many  PSROs  would  make  the 
first  suggestion  Inconsistent  with 
i  101.2102(a)  (3).  However,  the  newly 
added  1 101.2102(b)  makes  it  clear  that 
the  Advisory  Group  Is  directly  respon¬ 
sible  to  the  Governing  Body  of  the 
PSRO. 

7.  One  comment  took  the  position  that 
Advisory  Groups  should  be  financially 
lnd^)endent  of  their  PSROs,  but  this 
suggestion  was  rejected  as  Inconsistent 
with  the  statute. 

8.  Two  comments  sought  clarification 
of  proposed  9  101.2103(c)  relating  to  the 
mlnutn  of  Advisory  Group  meetings.  To 
Insure  that  rules  applicable  to  Advisory 
Groups  would  be  consistent  with  the  con¬ 
fidentiality  provisions  applicable  to 
PSROs,  this  section  was  revised  to  incor¬ 
porate  a  reference  to  applicable  regula¬ 
tions  on  confidentiality  which  will  be 
published  shortly. 

9.  A  new  subsection  (b)  was  added  to 
propiosed  9  101.2103  to  remove  any  am¬ 
biguity  concerning  reporting  require¬ 
ments  of  the  Advisory  Group.  The  re¬ 
maining  subsections  were  renumbered 
accordingly. 

10.  One  comment  objected  to  the  refer¬ 
ence  to  the  annual  report  of  the  PSROs 
in  proposed  9  101.2104  on  the  groimd  that 
su^  a  provision  properly  belongs  in  reg¬ 
ulations  governing  the  organizational  re¬ 
quirements  applicable  to  PSROs.  The 
section  was  rewritten  accordingly. 

11.  Several  comments  were  received 
concerning  the  duties  and  function  of  the 
Advisory  Groups  as  set  forth  in  proposed 
S  101.2105.  One  comment  stated  that 
there  should  be  a  ^lecific  statement  that 
the  Advisory  Groups  are  not  responsible 
for  developing  evaluation  measurement 
tools  or  criteria  by  which  care  is  to  be 
evaluated.  Since  these  would  appear  to  be 
part  of  the  PSROs’  responsibility  by  stat¬ 
ute,  no  change  was  considered  necessary. 
Clarification  was  sought  of  the  functions 
specified  in  proposed  f§  101.2105(a)  (3) 
and  101.2105(a)  (4) ;  proposed  9  101.2105 
(a)  (31  has  accordingly  been  revised,  but 
it  was  felt  that  further  limiting  the  role 
proposed  under  9  101.2105(a)  (4)  was  un¬ 
warranted  in  view  of  the  already  limited 
advisory  function  provided  for  therein. 
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Once  comment  suggested  that  Advisory 
Groups  should  be  able  to  undertake  ac¬ 
tivities  not  covered  by  proposed  1 101.- 
2105(a)  without  PSRO  approval,  but  this 
was  considered  to  be  unadvlsable  because 
of  the  relationship  of  Advisory  Group 
activities  to  the  PSRO  budget. 

12.  Minor  editorial  changes  were  made 
and  typographical  errors  corrected. 

Accordingly,  a  new  Subpart  U  is  added 
to  Part  101  of  Title  42.  Code  of  Federal 
Regulations,  as  set  forth  below. 

Effective  date:  The  regulations  are 
effective  July  12. 1976. 

Dated:  June  2. 1976. 

Theodore  Cooper, 
Assistant  Secretary  for  Health. 

Approved;  July  1, 1976. 

Marjorie  Lynch, 

Acting  Secretary. 

Sec. 

101.2101  Scope. 

101.2102  Membership. 

101.2103  Organizational  requirements. 

101.2104  Reporting  requirements. 

101.2105  Duties  and  functions. 

101.2106  Employment  nondiscrimination. 

Authority:  Secs.  1102  and  1162(e).  Social 
Security  Act  (42  U.S.C.  1302,  1320c-ll(e) ). 

Subpart  U — Membership,  Organization  and 
Functions  of  Advisory  Groups  to  Profet* 
sional  Standards  Review  Organizations 

§  101.2101  Scope. 

Section  1162(e)  af  the  Social  Security 
Act  (hereinafter  termed  “the  Act”)  pro¬ 
vides  that  each  Professional  Standards 
Review  Organization  in  any  State  not 
having  a  Statewide  Professional  Stand¬ 
ards  Review  Council  shall  be  advised  and 
assisted  in  carrying  out  its  fimctions  by 
an  Advisory  Group.  This  subpart  estab¬ 
lishes  the  requirements  for  I^fessional 
Standards  Review  Organizations  to  fol¬ 
low  in  establishing  and  utilizing  $uch 
Advisory  Groups. 

§  101.2102  Membership. 

(a)  Composition,  Terms  and  Qualifi¬ 
cations.  (1)  Each  Advisory  Group  shall 
have  a  minimum  of  seven  and  a  maxi¬ 
mum  of  eleven  members. 

(2)  Advisory  Group  members  shall 
be  appointed  for  terms  of  one  year.  An 
appointed  member  shall  not  be  eligible 
to  sei*\’e  more  than  three  consecutive  full 
terms.  To  the  extent  practicable,  no  more 
than  one-half  of  the  members  of  an  Ad¬ 
visory  Group  shall  be  appointed  for  an 
initial  term  in  any  year  subsequent  to  the 
first  year. 

(3)  The  membership  of  each  Advisory 
Group  shall  consist  of  representatives 
of  health  care  practitioners  (other  than 
physicians),  of  hospitals  and  of  other 
health  care  facilities  which  provide 
within  the  Professional  Standards  Re¬ 
view  Organization  area  health  care  serv¬ 
ices  for  which  payment,  in  whole  or  in 
part,  may  be  mstde  under  titles  V,  XVm, 
of  XIX  of  the  Act  and  who  are  knowl¬ 
edgeable  about  the  types  of  health  care 
services  being  reviewed  in  the  Profes¬ 
sional  Standards  Review  Organization 


area.  In  addition,  the  membership  of 
each  Advisory  Group  shall  meet  the  fol¬ 
lowing  requirements: 

(1)  Representatives  of  health  care 
practitioners  (.other  than  physcians) . 
At  least  one-half  of  the  members  of  each 
Advisory  Group  shall  be  representatives 
of  health  care  practitioners  (other  than 
physicians).  For  purposes  of  this  sub¬ 
part,  health  care  practitioners  (other 
than  physicians)  are  those  health  pro¬ 
fessionals  who  do  not  hold  a  Doctor  of 
Medicine  or  Doctor  of  Osteopathy  de¬ 
gree,  meet  all  applicable  State  (h:  Fed¬ 
eral  requirements  for  practice  of  their 
profession,  and  are  actively  involved  in 
the  delivery  of  patient  care  or  services 
which  are  directiy  or  indirectly  paid  for 
under'tiUes  V,  XVm  and/or  XIX  of  the 
Act.  Each  such  representative  shall  prac¬ 
tice  his  or  her  profession  in  the  Profes¬ 
sional  Standards  Review  Organization 
area. 

(ii)  Representatives  of  hospitals.  One 
or  more  members  of  each  Advisory 
Group  shall  be  representatives  of  hos¬ 
pitals.  Each  such  representative  shall 
be  actively  Involved  in  the  administra¬ 
tion  of  or  provision  of  services  in  a  hos¬ 
pital  which  is  located  in  the  Professional 
Standards  Review  Organization  area, 
and  which  has  arrangements  for  reim¬ 
bursement  for  services  under  titles  V, 
XVin  and/or  XIX  of  the  Act. 

(ill)  Representatives  of  other  health 
care  facilities.  One  or  more  members  of 
each  Advisory  Group  shall  be  representa¬ 
tives  of  health  care  facilities  other  than 
hospitals.  At  least  one  such  member  shall 
be  a  representative  of  a  skilled  nursing 
facility  (as  defined  in  section  1861  (j)  of 
the  Act)  or  of  an  intermediate  care 
facility  (as  defined  in  45  CFR  249.10(b) 
(15) ) .  Each  such  representative  shall  be 
actively  involved  in  the  administration 
of  or  provision  of  services  in  a  health 
care  facility  other  than  a  hospital  which 
is  located  in  the  Professional  Standards 
Review  Organization  area  and  which 
has  in  effect  arrangements  for  reim¬ 
bursement  for  services  under  titles  V, 
XVm  and/or  XIX  of  the  Act. 

(b)  Selection  procedures.  (1)  Each 
Professional  Standards  Review  Orga¬ 
nization  in  a  State  not  having  a  State¬ 
wide  Professional  Standards  Review 
Council  shall  have  a  standing  committee, 
called  the  Advisory  Group  Nominating 
Committee,  which  shall  solicit  recom¬ 
mendations  and  nominate  persons  for 
Advisory  Group  membership.  Each  Ad¬ 
visory  Group  Nominating  Committee 
shall  have  no  fewer  than  five  members 
and  shall  include  at  least  three  mem¬ 
bers  of  the  governing  body  of  the  Profes¬ 
sional  Standards  Review  Organization. 

(2)  Each  Professional  Standards  Re¬ 
view  Organization  shall  develop  a  writ¬ 
ten  plan  for  the  selection  of  Advisory 
Group  members.  Such  plan  shall  be  sub¬ 
mitted  to  the  Secretary  no  later  than  90 
days  after  the  date  of  execution  of  tui 
agreement  between  the  Secretary  and 
the  Professional  Standards  Review  Or¬ 
ganization  under  section  1152(a)  of  the 
Act,  and  must  be  approved  by  the  Secre¬ 
tary  prior  to  the  selection  of  any  Ad¬ 


visory  Group  members.  Such  plan  shall 
include  the  following  provisions: 

(I)  Specification  of  the  oc»mposition 
of  the  Advisory  Group,  including  plans 
to  rotate  membership  among  practitioner 
and  health  care  faculty  groups. 

(II)  Specification  of  the  organizations 
of  health  care  practitioners  (other  than 
physicians) ,  of  hospitals,  of  other  health 
care  faculties  and  consumer  and  other 
interested  groups  from  which  recom¬ 
mendations  wUl  be  sought  by  the  Ad¬ 
visory  Group  Nominating  Committee.  If 
there  are  organizations  comprised  of 
practitioners  or  faculties  within  the 
Professional  Standards  Review  Organi¬ 
zation  area,  such  organizations  shall  be 
included  in  those  from  which  recom¬ 
mendations  are  sought. 

(iU)  Criteria  and  procedures  for  re¬ 
view  of  recommendations  by  the  Advisory 
Group  Nominating  Committee. 

(iv)  Criteria  and  procedures  for  selec¬ 
tion  of  Advisory  Group  members  by  the 
governing  body  of  the  Professional 
Standards  Review  Organization  from 
nominations  of  the  Advisory  Group  No¬ 
minating  Committee. 

§  101.2103  Organizational  requirements. 

(a)  Each  Advisory  Group  shaU  estab¬ 
lish  its  own  organizational  structure, 
elect  its  own  chairperson,  and  develop 
written  operating  procedures,  consistent 
with  this  subpart. 

(b)  Each  Advisory  Group  wiU  report 
directly  to  the  governing  body  of  the 
Professional  Standards  Review  Organi¬ 
zation. 

(c)  Each  Advisory  Group  shall  meet 
as  a  whole  at  least  quarterly. 

(d)  Minutes  shall  be  recorded  for  all 
Advisory  Group  meetings  and  shaU  be 
available  to  the  pubUc  consistent,  as  ap¬ 
propriate.  with  appUcable  regiUations  of 
this  Part  concerning  confidentiaUty. 

(e)  Each  Professional  Standards  Re¬ 
view  Organization  shaU  provide  its  Ad¬ 
visory  Group  with  staff  support  sufficient 
to  enable  the  Advisory  Group  to  carry 
out  its  duties  and  functions  under  this 
subpart. 

(f)  Expenses  reasonably  and  neces¬ 
sarily  Incurred,  as  determined  by  the 
Secretary,  by  an  Advisory  Group  in 
carrying  out  its  duties  and  functions 
imder  this  subpart  shall  be  considered 
to  be  expenses  necessarUy  incurred  by 
its  Professional  Standards  Review 
Organization. 

§  101.2104  Reporting  requirements. 

(a)  Each  Professional  Standards  Re¬ 
view  Organization  shaU  prepare  annu- 
aUy  for  submission  to  the  S^retary  a 
report  containing  the  foUowing  infor¬ 
mation  : 

(1)  The  Plan  described  in  §  101.2102 
(b)(2). 

(2)  The  membership  of  the  Advisory 
Group  Nominating  Committee. 

(3)  The  membership  of  the  Advisory- 
Group. 

y  (4)  The  organization  of  the  Advisory 
^^roup. 

(5)  The  Advisory  Group’s  activities 
for  the  year,  including  the  number  of 
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meetings,  a  description  of  specific  proj> 
ects,  accomplishments,  and  recommenda¬ 
tions  made  by  ttie  Advisory  Group  to  Its 
Professional  Standards  Rerlew  Organi¬ 
sation. 

(b)  Each  Advisory  Group  shall  pre¬ 
pare  an  annual  report  assessing  the  in¬ 
volvement  of  health  care  practitioners 
(other  than  physicians) ,  and  of  hospitals 
and  other  health  care  facilities  In  the 
Professional  Standards  Review  Organi¬ 
zation  program  in  its  Professional  Stand¬ 
ards  Review  Organization  area. 

S  101.2105  Duties  and  fnnctiims. 

(a)  Each  Advisory  Group  shall  advise 
and  assist  its  Professional  Standards  Re¬ 
view  Organization  in  the  performance  of 
Its  functions,  specifically  in  the  follow¬ 
ing  areas  and  in  any  other  areas  con- 


^  RUtES  AND  REGULATIONS 

sldered  appropriate  by  the  Professional 
Standards  Review  Organization: 

(1)  In  assuring  maximum' effective  In¬ 
volvement  of  health  care  practitioners 
(other  than  physicians)  in  the  Profes¬ 
sional  Standards  Review  Organization 
activities  In  Its  Professional  Standards 
Review  Organization  area. 

(2)  In  developing  effective  relation¬ 
ships  with  organizations  representing 
health  care  practitioners  (other  than 
physicians) ,  hospitals  and/or  health  care 
facilities  within  the  Professional  Stand¬ 
ards  Review  Organizatiem  area. 

(3)  In  carrying  out  the  functions  of 
the  Professional  Standards  Review  Or¬ 
ganization  under  section  1160(c)  of  the 
Act  as  they  relate  to  health  care  prac¬ 
titioners  (other  than  physicians),  hos¬ 
pitals,  and  other  health  care  facilities. 


■  (4)  In  devdoplng  any  modifications 
Ol  the  formal  ifian  pursuant  to  section 
1154  of  the  Act. 

(b)  An  Advisory  Group  may  under¬ 
take  other  activities  with  the  approval 
of  Its  Professidnal  Standards  Review  Or¬ 
ganization. 

§  101.2106  Employment  nondiscrimi¬ 
nation. 

Attention  is  called  to  the  requirements 
of  Executive  Order  11246  (42  UJ3.C. 
2000e)  which  prohibits  discrimination 
against  any  employee  or  applicant  for 
employment  because  of  race,  color,  reli¬ 
gion,  sex  or  national  origin.  Regulations 
implementing  such  Executive  Order 
11246,  which  are  a];H>llcable  to  Advisory 
Groups  imder  this  Subpart,  have  been 
issued  by  the  Secretary  of  Labor  (41 
CFR  C!h.  60). 

[FR  Doc.76-19859  Plied  7-9-7e;8:46  am] 


IBIEIAL  RECISTEI.  VOL  41,  Na  124— MONDAT.  JULY  12.  1974 


